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- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )IEI Responsive to communication(s) filed on 20 October 2004 . 
2a)Q This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-40 is/are pending in the application. 

4a) Of the above claim(s) 5-40 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1^4 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)Q The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election of group I encompassing claims 1-4, drawn to compositions 
comprising a protein and peptides in the reply filed on 10/20/2004 is acknowledged. Because 
applicant did not distinctly and specifically point out the supposed errors in the restriction 
requirement, the election has been treated as an election without traverse (MPEP § 818.03(a)). 

Claims 5-40 are withdrawn from further consideration pursuant to 37 CFR 1.142(b), as 
being drawn to a nonelected invention, there being no allowable generic or linking claim. 

Claims 1-40 are pending, and claims 1-4 are examined on merits. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-4 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 1 recites the limitation "the same native ligand" in line 3. There is insufficient 
antecedent basis for this limitation in the claim. For compact prosecution purpose, the Office 
assumes "the same native ligand" to be a human cytokeratin 18 (CK18) for art search purpose, 
since the specification discloses cytokeratin 18 (CK18) only as an native ligand. However, this 
treatment does not relieve applicant the burden of responding this rejection. 

The dependent claims 2-4 are also rejected because the dependent claims include the 
rejected limitation, but do not further clarify the rejected limitation. 
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Claim Rejections - 35 USC § 101 
35 ILS.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 1 , and 2 are rejected under 35 USC 101 because the claimed invention is 
directed to non-statutory subject matter. 

Claims 1, and 2, as written, do not sufficiently distinguish over nucleic acids, as 
they exist naturally because the claims do not particularly point out any non-naturally 
occurring differences between the claimed products and the naturally occurring 
products. In the absence of the hand of man, the naturally occurring products are 
considered non-statutory subject matter. See Diamond v. Chakrabarty, 447 U.S. 303, 
206 USPQ 193 (1980). The claims should be amended to indicate the hand of the 
inventor, e.g., by insertion of "Isolated" or "Purified" in front of "immunogenic ligand" in 
line 1 of claims 1 , and 2. See MPEP 21 05. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-4 are rejected under 35 U.S.C. 102(b) as being anticipated by WO 95/31728 (23 
November 1995, #9 of IDS filed on 03/1 1/2003). 

Claims 1-4 are interpreted as drawn to a composition comprising at least one 
immunogenic ligand, wherein said immunogenic ligand is selected from an immunogen 
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comprising SEQ ID NOs: 3, 5, or 7, wherein said ligand elicit an immune response against CK18 
(the base claim 1), wherein said composition of the base claim further comprises an 
immunogenic portion of SEQ ID NO:l (claim 2), wherein said composition comprises a carrier. 
Since the claims 1-3 as currently construed do not have a transitional phrase (note the limitation 
"selected from the group consisting of SEQ ID NOs:3, 5, and 7" in line 4 of claim 1 is a Markush 
format indicating the alternate choice, not a transitional phrase), the scope of the claimed 
"immunogenic ligand" is broadly interpreted as drawn to an immuhogen comprising SEQ ID 
NO:7. 

WO 95/31728 at pages 15-18, Examples 4-6, teaches a composition, i.e. 
"immunogen" comprising immunogenic ligand, wherein said immunogenic ligand 
comprising SEQ ID NO:7 (note lines 26-28 of page 15 "fusion proteins consisting of 260 
amino acids of the T7 gene 10 protein and amino acids 140-430 of human CK18", which 
comprises the instant SEQ ID NO:7, i.e. the 10-mer polypeptide of FMKKNHEEEV, and 
also comprises an immunogenic portion of SEQ ID NO:1 according to the sequence 
search result from the protein database PIR, note Exhibit A (the sequence alignment of 
instant SEQ IS NO:1 against Genbank accession number S05481, i.e. the human 
keratin 18), which shows that amino acids #140-430 of human CK18 comprises instant 
SEQ ID NO:7. WO 95/31728 especially Example 5 at page 16-17, Table 4 teaches that 
the antibodies produced by the composition comprising the immunogen reacts to CK18 
present in blood samples from a human subject, and cancer patients, thus the 
immunogen of WO 95/31728 has "ability to elicit an immune response against the same 
native ligand". As for "a carrier" in claim 3, and a pharmaceutical^ .acceptable carrier in 
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claim 4, the immunogen comprising the fusion proteins consisting of 260 amino acids of 
the T7 gene 10 protein and amino acids 140-430 of human CK 18 being injected into 
Balb/c mouse inherently has a pharmaceutically acceptable carrier because it is the 
Office's position that injection of immunogen into in vivo subject inherently has "a 
pharmaceutically acceptable carrier" Note the broad definition of the specification at 
paragraph [0108] for the term "pharmaceutically acceptable carrier" as encompassing 
"any of the standard pharmaceutical carriers, such as a phosphate buffered saline 
solution, water, and emulsions, such as an oil/water or water/oil emulsion, and various 
types of wetting agents. The compositions also can include stabilizers and 
preservatives." 

WO 95/31728 does not discloses amino acids of cytokeratin-18, however, cytokeratin-18 
of WO 95/31728 patent appears to posses the same structure and same function as the instantly 
claimed invention. The Office does not have the facilities and resources to provide the factual 
evidence needed in order to establish that the composition of the prior art does not possess the 
same material, structural and functional characteristics of the instantly claimed composition. In 
the absence of evidence to the contrary, the burden is on the applicant to prove that the claimed 
composition is different from those taught by the prior art and to establish patentable differences. 
See In re Best 562F.2d 1252, 195 USPQ 430 (CCPA 1977) and Ex parte Gray 10 USPQ 2d 1922 
(PTO Bd. Pat. App. & Int. 1989). 



Claims 1-4 are rejected under 35 U.S.C. 102(b) as being anticipated by US Pat. 5,780,032 
(14 Juyl998, #1 of IDS filed on 03/11/2003). 
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Claims 1-4 are interpreted as drawn to a composition comprising an immunogenic ligand, 
wherein said immunogenic ligand is selected from an immunogen comprising SEQ ID NO: 7, 
wherein said ligand elicit an immune response against CK18 (the base claim 1), wherein said 
composition of the base claim further comprises an immunogenic portion of SEQ ID NO: 1 9 
(claim 2), wherein said composition comprises a carrier, wherein a said carrier is a 
pharmaceutically acceptable carrier (claim 4). Since the limitation "selected from the group 
consisting of SEQ ID NOs:3, 5, and 7" in line 4 of claim 1 is a Markush format indicating the 
alternate choice, not a transitional phrase, the scope of an immunogenic ligand is broadly 
interpreted as drawn to a composition comprising an immunogen comprising SEQ ID NO:7. 

US Pat. 5,780,032 teaches a composition comprising cytokeratin 18 in PBS at column 3, 
lines 27-29. Note the attached sequence alignment (Exhibit A) showing that cytokerain 18 
comprises instant SEQ ID NO:7 in the middle of the 430 amino acid protein, and cytokeratin 18 
is identical to instant SEQ ID NO:l. The '032 patent teaches that the fragments from the 
cytokeratin could be used as immunogen i.e., the protein fragments can elicit an immune 
response against cytokeratin- 18 (note abstract, Fig. 1, and 18 for example). 

The '032 patent does not discloses amino acids of cytokeratin- 18, however, cytokeratin- 
18 of the 032 patent appears to posses the same structure and same function as the instantly 
claimed invention. The Office does not have the facilities and resources to provide the factual 
evidence needed in order to establish that the composition of the prior art does not possess the 
same material, structural and functional characteristics of the instantly claimed composition. In 
the absence of evidence to the contrary, the burden is on the applicant to prove that the claimed 
composition is different from those taught by the prior art and to establish patentable differences. 
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See In re Best 562R2d 1252, 195 USPQ 430 (CCPA 1977) and Ex parte Gray 10 USPQ 2d 1922 
(PTO Bd. Pat. App. & Int. 1989). 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 571-272-0839. 
The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey C Siew can be reached on 571-272-0787. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Conclusion 



MISOOK YU, Ph.D. 

Examiner 

Art Unit 1642 
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